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DETAILED ACTION 

1. Applicant's amendment, remarks, and IDS, filed 4/15/10, are 
acknowledged. 

2. Claims 10 and 26 stand withdrawn from further 
consideration by the examiner under 37 CFR 1.142(b), as being 
drawn to a non-elected species (an Fab or F(ab)2 fragment does 
not comprise a whole antibody) . 

Claims 1, 3, 11, 27, and 28 are under examination. 

3. The amended Title and Abstract have been entered. 

4. The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless -- 

(b) the invention was patented or described in a printed publication in 
this or a foreign country or in public use or on sale in this country, more 
than one year prior to the date of application for patent in the United 
States . 

5. Claims 1, 3, 11, 27, and 28 stand rejected under 35 U.S.C. 
102(b) as being anticipated by WO 01/64749 (IDS). 

As Set forth previously, WO 01/64749 teaches the treatment of 
diabetes (diabetic retinopathy) comprising administering to a human an antibody 
that inhibits MIF (see particularly page 32 and Claim 53) . Said antibodies 
include monoclonal and humanized antibodies (see particularly pages 9 and 10). 

The reference clearly anticipates the claimed invention. 

Applicant's arguments, filed 4/15/10, have been fully 
considered but are not found persuasive. Applicant argues that 
the reference does not teach the inhibition of type 1 diabetes. 

The reference teaches the treatment of diabetic 
retinopathy, the most readily envisaged would be diabetic 
retinopathy associated with type 1 diabetes. Retinopathy 
associated with type 1 diabetes would be the most readily 
envisaged because the condition is associated with long-term 
disturbances in the blood glucose level and since type 1 
diabetes generally presents during childhood or adolescence it 
is a condition often seen in type 1 diabetics as they age. 
Accordingly, the reference anticipates the claimed method. 
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6. The following is a quotation of 35 U.S.C. 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Office action: 

(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

7. Claims 1, 3, 11, 27 stand rejected under 35 U.S.C. 103(a) 
as being unpatentable over Bojunga et al . (2003, IDS) in view of 
Nishihira and Ogata (2001, Abstract) . 

As set forth previously, Bojunga et al. teaches the treatment of 
diabetes comprising the administration of a MIF inhibitor (see particularly page 
185) . 

The reference teaching differs from the claimed invention in that it does 
not teach an antibody MIF inhibitor nor the treatment of human diabetes. 

Nishihira and Ogata teach that an anti-MIF antibody and a small organic 
molecule are interchangeable in the context of therapeutic in vivo treatments (see 
particularly the Abstract) . 

It would have been prima facie obvious to one of ordinary skill in the art 
at the time the invention was made to treat diabetes, as taught by Bojunga et al., 
with an anti-MIF antibody because Nishihira and Ogata teach that small organic 
molecules are interchangeable with antibodies in the context of therapeutic in 
vivo treatments. The choice of either for the treatment of diabetes would not 
render the method patentably distinct. Regarding the treatment of humans, given 
that humans are the major suffers of diabetes, the treatment of humans would be 
obvious . 

Applicant's arguments, filed 4/15/10, have been fully 
considered but are not found persuasive. Applicant argues that 
in the primary reference, Bojunga et al . , MIF protein levels in 
the diabetic animals were less than in normal controls. 
Applicant admits the reference teaches that MIF treatment led to 
an increase of diabetes, but argues that it was statistically 
insignificant . 

Regarding MIF protein levels, the reference teaches that 
lymphocytic MIF levels were reduced in diabetic animals likely 
because of protein secretion. Regarding the increased diabetes 
in MIF-treated animals, the authors taught that while the 
increase may not have been significant (86% diseased in MIF- 
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treated versus 55% diseased absent MIF treatment) a trend was 
noted . 

Applicant argues that the reference does not provide data 
supporting the claimed method. 

Had the authors of the reference actually performed the 
specific method of the claims the rejection would have been 
under 35 U.S.C. 102 and not 35 U.S.C. 103(a). The conclusion 
that anti-MIF therapies might serve to treat type 1 diabetes 
combined with the secondary reference, Nishihira and Ogata, 
teaching an anti-MIF antibody for use in anti-MIF treatments, 
renders the method of the instant claims obvious. 

8. Claim 28 stands rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bojunga et al . (2003, IDS) in view of 
Nishihira and Ogata (2001), as applied to Claims 1, 3, 11, 27 
above, in further view of U. . Patent No. 5,530,101. 

As set forth previously, Bojunga et al. and Nishihira and Ogata have 
been discussed above. 

The method of the combined references differs only from the claimed method 
in that it does not employ a humanized monoclonal antibody. The '101 patent, 
however, teaches that humanized antibodies are preferred for the treatment of 
humans because they are less immunogenic to humans (see particularly the 
Abstract) . Thus, the use of a humanized anti-MIF antibody would be preferred and 
obvious for the treatment of human diabetes. 

Applicant's arguments, filed 4/15/10, have been fully 
considered but are not found persuasive. Applicant does not 
argue this rejection separately; Applicant reiterates the 
argument traversing the rejection of the claims in view of 
Bojunga et al . and Nishihira and Ogata. 

See the Examiner's response in section 7, above. 

9. No claim is allowed. 

10. THIS ACTION IS MADE FINAL. Applicant is reminded of the 
extension of time policy as set forth in 37 CFR 1.136(a) . 

A shortened statutory period for reply to this final action 
is set to expire THREE MONTHS from the mailing date of this 
action. In the event a first reply is filed within TWO MONTHS 
of the mailing date of this final action and the advisory action 



Application/Control Number: 10/594,641 
Art Unit: 1644 



Page 5 



is not mailed until after the end of the THREE-MONTH shortened 
statutory period, then the shortened statutory period will 
expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated 
from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than 
SIX MONTHS from the mailing date of this final action. 

11. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Dr. 
Gerald Ewoldt whose telephone number is (571) 272-0843. The 
examiner can normally be reached Monday through Thursday from 
7:30 am to 5:30 pm. A message may be left on the examiner's 
voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Dr. Ram 
Shukla can be reached on (571) 272-0841. 

12. Please Note: Information regarding the status of an 
application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR 
or Public PAIR. Status information for unpublished applications 
is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.-aspto.gov. Should 
you have questions on access to the Private PAIR system, contact 
the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free) . Additionally, the Technology Center receptionist can be 
reached at (571) 272-1600. 



/G.R. Ewoldt/ 
G.R. Ewoldt, Ph.D. 
Primary Examiner 
Technology Center 1600 



